Award  Number:  W81 XWH-1 2-2-01 1 1 


AD 


TITLE:  Deployment  Ready  Airway  Management  System  (DRAMS) 


PRINCIPAL  INVESTIGATOR:  Richard  B.  Schwartz,  MD 


CONTRACTING  ORGANIZATION:  Al  Medical  Devices,  Inc. 
Evans,  GA  30809-5471 

REPORT  DATE:  October  2013 


TYPE  OF  REPORT:  Annual 


PREPARED  FOR:  U.S.  Army  Medical  Research  and  Materiel  Command 
Fort  Detrick,  Maryiand  21702-5012 


DISTRIBUTION  STATEMENT:  Approved  for  Public  Reiease; 

Distribution  Unlimited 


The  views,  opinions  and/or  findings  contained  in  this  report  are  those  of  the  author(s)  and 
shouid  not  be  construed  as  an  officiai  Department  of  the  Army  position,  policy  or  decision 
unless  so  designated  by  other  documentation. 


REPORT  DOCUMENTATION  PAGE 

Form  Approved 

OMBNo.  0704-0188 

Public  reporting  burden  for  this  collection  of  information  is  estimated  to  average  1  hour  per  response,  including  the  time  for  reviewing  instructions,  searching  existing  data  sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and  reviewing  this  collection  of  information.  Send  comments  regarding  this  burden  estimate  or  any  other  aspect  of  this  collection  of  information,  including  suggestions  for  reducing 
this  burden  to  Department  of  Defense,  Washington  Headquarters  Services,  Directorate  for  Information  Operations  and  Reports  (0704-0188),  1215  Jefferson  Davis  Highway,  Suite  1204,  Arlington,  VA  22202- 
4302.  Respondents  should  be  aware  that  notwithstanding  any  other  provision  of  law,  no  person  shall  be  subject  to  any  penalty  for  failing  to  comply  with  a  collection  of  information  if  it  does  not  display  a  currently 
valid  0MB  control  number.  PLEASE  DO  NOT  RETURN  YOUR  FORM  TO  THE  ABOVE  ADDRESS. 

1.  REPORT  DATE 

October  2013 

2.  REPORT  TYPE 

Annual 

3.  DATES  COVERED 

28September201 2  -27September201 3 

4.  TITLE  AND  SUBTITLE 

Deployment  Ready  Airway  Management  System  (DRAMS) 

5a.  CONTRACT  NUMBER 

5b.  GRANT  NUMBER 

W81XWH-1 2-2-01 11 

5c.  PROGRAM  ELEMENT  NUMBER 

6.  AUTHOR(S) 

Richard  B.  Schwartz,  MD 

5d.  PROJECT  NUMBER 

5e.  TASK  NUMBER 

email:  rschwartz@gru.edu 

5f.  WORK  UNIT  NUMBER 

7.  PERFORMING  ORGANIZATION  NAME(S)  AND  ADDRESS(ES) 

Al  Medical  Devices,  Inc. 

Evans,  GA  30809-5471 

8.  PERFORMING  ORGANIZATION  REPORT 
NUMBER 

9.  SPONSORING  /  MONITORING  AGENCY  NAME(S)  AND  ADDRESS(ES) 

U.S.  Army  Medical  Research  and  Materiel  Command 

Fort  Detrick,  Maryland  21702-5012 

10.  SPONSOR/MONITOR’S  ACRONYM(S) 

11.  SPONSOR/MONITOR’S  REPORT 
NUMBER(S) 

12.  DISTRIBUTION  /  AVAILABILITY  STATEMENT 

Approved  for  Public  Release;  Distribution  Unlimited 

13.  SUPPLEMENTARY  NOTES 

14.  ABSTRACT 

Overall  the  project  has  progressed  with  excellent  results.  Alpha  one  and  two  prototypes  have  been  developed  and  the  initial 
Beta  one  prototype  device  manufactured.  Civilian  and  Military  airway  experts  have  evaluated  the  B-1  prototype  with  excellent 
feedback.  Minor  modifications  are  being  integrated  into  the  prototype  for  completion  of  environmental  and  electrical  safety 
testing.  The  B-1  Prototype  will  be  utilized  for  initial  clinical  trials  utilizing  airway  simulators  in  a  difficult  airway  model. 

15.  SUBJECT  TERMS-  none  provided 

16.  SECURITY  CLASSIFICATION  OF: 

a.  REPORT 

U 

b.  ABSTRACT 

u 

C.  THIS  PAGE 

U 

17.  LIMITATION 
OF  ABSTRACT 


18.  NUMBER 
OF  PAGES 


19a.  NAME  OF  RESPONSIBLE  PERSON 

USAMRMC 


19b.  TELEPHONE  NUMBER  (include  area 
code) 


uu 


9 


Al  Medical  Devices 

Annual  Report 


Award  Number: 

W81XWH-1 2-2-01 11 

Proposal  Number: 

11160001 

Title: 

Deployment  Ready  Airway  Management  System  (DRAMS) 

PI  Name: 

Richard  B.  Schwartz,  MD 

PI  Organization  and  Address: 

Al  Medical  Devices,  Inc. 

4403  Ferry  Landing 

Evans,  GA  30809-5471 

PI  Phone  and  Email: 

(706)  533-2942  rschwartz@gru.edu 

Report  Date: 

10-24-13 

Report  Period: 

Sept.  2012 -Oct.  2013 

Contracting  or  Grants  Officer’s 
Representative: 

Maribel  Fratina 

Project  Summary: 

Overall  the  project  has  progressed  with  excellent  results.  Alpha  one  and  two  prototypes 
have  been  developed  and  the  initial  Beta  one  prototype  device  manufactured.  Civilian 
and  Military  airway  experts  have  evaluated  the  B-1  prototype  with  excellent  feedback. 
Minor  modifications  are  being  integrated  into  the  prototype  for  completion  of 
environmental  and  electrical  safety  testing.  The  B-1  Prototype  will  be  utilized  for  initial 
clinical  trials  utilizing  airway  simulators  in  a  difficult  airway  model. 

Project  Accomplishments: 

The  following  milestones  have  been  completed  as  listed  in  the  proposal: 

1.  Handle  and  Monitor  Housing  Development:  The  project  has  gone  through  the  use  of 
multiple  evolutions  of  3D  models  and  the  use  of  rapid  prototyping  culminating  in  the  B-1 
prototype  that  has  meet  with  excellent  feedback  from  airway  experts. 


Handle  and  Monitor  Development  Images: 


Beta  1  Prototype  Handle  and  Monitor  Housing 
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Disposable  sheath  prototype  development. 

Multiple  versions  of  disposable  sheath  prototypes  have  been  developed  culminating  in  the  B-1 
prototype  with  excellent  video  transmission  and  functional  results. 


3D  Models  of  B-1  Prototype 


B-1  Disposable  Sheath 


10/25/2013 


Video  Image  Through  the  Disposable  Sheath 


FlexBlade  Working  Tenth  Development: 

Several  versions  of  the  working  length  have  been  developed  along  with  rapid  prototypes.  The 
results  have  been  excellent  and  DMLS  Alpha  one  and  two  prototypes  have  been  developed 
resulting  in  a  B-1  prototype.  Several  evolutions  of  waterproof  contacts  have  been  developed 
with  a  B- 1  prototype  developed. 


SLA  of  Electrical  Contact  Model 
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Completed  B-1  Prototypes: 

B-1  Articulated  with  ET  Tube  B-1  Relaxed  with  ET  Tube 


10/25/2013 


Clinical  Studies:  The  B-1  prototypes  have  meet  all  required  feedback  from  airway 
experts  and  the  device  is  ready  to  begin  trials  in  Cadavers  and  the  initial  clinical  trial  in 
simulators.  Protocols  should  be  submitted  to  the  IRB  in  Nov.  2013. 

Project  Progress:  The  project  has  made  substantial  progress  and  has  resulted  in  an 
excellent  B-1  prototype  that  will  be  used  in  clinical  trials.  The  final  environmental  testing 
and  electrical  safety  testing  should  be  completed  in  the  next  quarter. 

Barriers  Encountered:  The  project  experienced  some  upfront  delay  as  all  original 
quotes  from  the  proposal  had  expired  before  final  funding  had  been  procured. 
Substantial  delays  in  reimbursement  for  the  project  has  lead  to  frequent  delays  in  the 
project.  Despite  these  barriers  we  should  be  able  to  complete  the  project  on  time. 


6 


Quarterly  Report 


Budget/Financial  Report: 
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